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A Study to Characterize Regimens of Basal Insulin Intensified With Either Symlin© or Rapid Acting Insulin in Patients 
With Type 2 Diabetes 



Randomized, Open Label, Active Control, Parallel Assignment 



► Participant Flow 



srtton relevant to the recruitment process for the overall study, such 



Significant events and approaches for the overall study following participant 



Reporting Groups 



Group A (P1 SYMLIN) 



SYMLIN treatment (120 nn 



jn Day 1 . Basal insulin was titrated throughout the study 



Group B(P1RA Insulin) 



Rapid acting insulin (RA Insulin: variable do 



Group C(P2 SYMLIN) 



Patients from Group A. who ac 



Group D (P2 SYMLIN+RA) 



Patients from Group A, who did not achieve HbA1c goal at Week 24, continued phase 1 treatment an 



Patients from Group B, who achieved HbA1 c goal at Week 24. continued Phase 1 1 



Group F (P2 RA Ire 



Patients from Group B, wl 



Participant How for 2 periods 

Period: Phase 1 (Intent-to-Treat Population) 



Period: Phase 2 (Intent -to-Treat Population) 



NOT COMPLETED 



Withdrawal of Consent 
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!*>- Baseline Characteristics 
Reporting Groups 



Is) was initiated on Day 1 . Basal insulin ■ 



titrated throughout the study 



ial glucose control) was initiated at 



Group A <P1 SYMUN) Group B (PI RJ 



167.53 ± 47.054 



43.23 ±10 
89.78 ±36.1 33 
183.951136.273 



107.87 ±21.893 



1. Primary Outcome Measure: The Proportion of Patients Achieving HbA1c <=7% at Week 24 With no Gain in Body Weight From Baseline 
and no Incidence of Severe Hypoglycemia 



Measure Type Primary 



The Proportion of Patients Achieving HbA1c <=7% at Week 24 With no Gain in Body Weight From Baseline and no Incidence of Severe 



Measure Description Comprehensive treatment endpoint assessing the achievment of glycemta control without weight gain and severe hypoglycemia. The patient 
must achetve each component of the endpoint to count towards the final percentage. 



Time Frame 24 Weeks 



Safety Issue No 



Population Description 

Explanation of how the number of participants for analysis was determined. Includes whether analysis was per protocol, intention to treat or another 
method. Also provides relevant details such as Imputation technique, as appropriate. 



Phase 1 1ntent-to-Treat LOCF. LOCF: If a treated patient has missing result value at week 24. then last observed value before week 24 and after baseline is carried 
forward to impute the week 24 value. 



Reporting Groups 
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«t (120 meg prior to major meals) wj 



lumber of Participants Analyzed 



The Proportion of Patients Ac 



le and no Incidence of Severe Hypoglycemia 



[1] Additional details about the analysis, such as null hypothesis and power calculation: 
[2] Other relevant information, such as adjustments or degrees of freedom: 



:. Secondary Outcome Measure: Proportion of Patients Achieving HbA1c <=7% at Week 24 



Measure Description \ 



Proportion of Patients Achieving HbA1c <=7% at Week 24 



; a component of tfie primary endpoint 



Population Description 



r analysis was per protocol, inl 



Reporting Groups 



Group A {P1 SYMUN) SYMLIN treatment (120 meg prior to major meals) was initiated on Day 1 . Basal Ire 



ed throughout the study 



Proportion of Patients Achieving HbA1 q <=7% at Week 24 



Group A (P1 SYMUN) Group B (P1 RA Insulin) 



No statistical analysis provided for Proportion of Patients Achieving HbA1c <=7% at Week 24 
I. Secondary Outcome Measure: Proportion of Patients With no Weight Gain at Week 24 



Measure Description 



Proportion of Patients With no Weight Gain at Week 2 



This is a component of the primary endpoint 



Population Description 



es whether analysis was per protocol, intention to treat, or an 



Reporting Groups 
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Group A <P1 SYMUN) SYMUN treatment (120 meg prior to major meals) was initiated on Day 1 . Basal insulin was titrated throughout the study 

imize postprandial glucose control) was initiated at Week 4. E 



Group A (P1 SYMLIN) Group B (P1 RA Ire 



No statistical analysis provided for Proportion of Patients With no Weight Gain at Week 24 
. Secondary Outcome Measure: Proportion of Patients With a Severe Hypoglycemia Adverse Event 
Measure Type Secondary 

Measure Title Proportion of Patients With a Severe Hypoglycemia Adverse Event 



Population Description 



nalysls was per protocol, In1 



Phase 1 mtent-to-Treat 



Reporting Groups 



Group A (P1 SYMUN) 



mt (1 20 meg prior to major meals) wa 



mi Day 1 . Basal insulin was titr 



ze postprandial glucose control) was initiated at Week 4. Basal insulin 



Measured Values 



Group A (P1 SYMLIN) 



Group B (P1 RA Insulin) 



No statistical analysis provided for Proportion of Patients With a Severe Hypoglycemia Ai 
5. Secondary Outcome Measure: Change in HbA1c From Baseline at Week 24 



Measure Description 



Change in HbA1c From Baseline at Week 24 



Population Description 



r analysis was per protocol, intention to treat, or another 



it-to-TreatLOCF.LOCF:lf 



Group A (P1 SYMLIN) SYMLIN treatment (1 20 meg prior to major meals) was initiated on Day 1 . Basal insulin was titrated throughout the study 



Group B (P1 RA Insulin) Rapid acting insulin (RA I 



to optimize postprandial glucose control) wa 



Measured Values 



Group A (P1 SYMUN) 



jpB(P1 RA Insulin) 
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i. Secondary Outcome Measure: Change in Body Weight From Baseline at Week 24 
Measure Type Secondary 

Measure Title Change in Body Weight From Baseline at Week 24 



r analysis was per protocol, Ini 



Reporting Groups 



Group A (P1 SYMLIN) SYMLIN i 



sd throughout the study 



Change in Body Weight From Baseline at Week 2 



Group A (P1 SYMUN) Group B (P1 RA 



No statistical analysis provided for Change in Body Weight From Baseline at Week 24 
'. Secondary Outcome Measure: Change in Waist Circumference From Baselini 



Change in Waist Circumference From Baseline 



Population Description 



la lysis was per protocol, intention to treat, or 



! 1 Intent-to-Treat LOCF. LOCF: If 



ue before week 24 and after baseline is 



Reporting Groups 



Group A (P1 SYMLIN) SYMLIN 



:nt (120 meg prior to major meals) was initialed on Day 1 . Basal insulin was titrated throughout the sti 



Group A <P1 SYMLIN) Group B (P1 RA Insulin) 



No statistical analysis provided for Change in Waist Circumference From Baseline 
i. Secondary Outcome Measure: Change in Fasting Plasma Glucose From Baseline 



Measure Description 



Change in Fasting Plasma Glucose From Baseline 
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| Safety Issue j Nc 

Population Description 



Phase 1 Inlent-to-Trea 



Reporting Groups 



Group A <P1 SYMLIN) SYMLIN treatment (120 meg prior to major meals) was initiated on Day 1 . 



as throughout the study 



ier of Participants Analyzed 



Change in Fasting PI; 

[units: rng/dL) 



Group A (P1 SYMLIN) Group B (P1 



to statistical analysis provided for Change in Pasting Plasma Glucose From Baseline 

econdary Outcome Measure: Fasting Serum Lipids Change From Baseline at Week 24 



Fasting Serum Lipids Change From Baseline at 



•d. Also provides relevant details such as imputation technique, as appropriate. 



es whether analysis was per pr 



GroupA(PISYMUN) SYMLIN treatment (120 meg prior to major meals) was initiated on Day 1 . Basal insulin was titrated throughout the stt 



Group B (P1 RA Insulin) Rapid acting insulin (RA Insulin: variable dosing, titrated to optimize postprandial glucose coi 



Number of Participants Analyzed 



Fasting Serum Lipids Change From Ba 

(units: mg/dLJ 
Mean ± Standard Error 
Total Cholesterol 



Group A (P1 SYMLIN) Group B (P1 RA Insulin) 



No statistical analysis provided for Fasting Serum Lipids Change From Baseline at Weel 
i. Secondary Outcome Measure: Phase 2: Change in HbA1c at Week 36 



Measure Description 



of participants for analysis was determined. Ir 



ier analysis was per protocol, Intention to treat or 
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Group C(P2 SYMLIN) Group D {P2 SYMUN+RA) Group E (P2 RA Insulin) Group F (P2 RA Insulin + SYMLIN) 



[units: participants) 



Phase 2: Change in HbA1c at 

(units: %] 

Mean ± Standard Error 
Change From Baseline 
Change From Week 24 



nalysis provided for Phase 2: Change in HbA1c at Week 36 
tcome Measure: Phase 2: Change in Body Weight at W 



Phase 2: Change in Body Weight at Week 36 



Population Description 



Phase 2 Intent-to-Treat 



Reporting Groups 



Group C(P2 SYMLIN) 
Group D (P2 SYMLIN+RA) 



Group F(P2RA Insulin + SYMUN) F 



m Group A, who achieved Ht 



to achieved HbA1c goal at Week 24, continued Phase 1 1 



ait during Phase 2 



Group C(P2 Group D(P2 Group E(P2RA Group F (P2 RA Insulin + 

SYMLIN) SYMUN+RA) Insulin) SYMLIN) 



Number of Participants Analyzed „ ,„ „ 

[units: participants] 11 14 

Phase 2: Change in Body Weight at Week 
36 

[units: kg] 

Mean ± Standard Error 

Change From Baseline -0.80 ± 2.096 1.34 * 0.933 3.90 ±1.488 4.51 ±0.761 

Change From Week 24 0.69 ± 0.654 0.50 ± 0.303 0.44 ±0.518 -0.86 ±0.353 



No statistical analysis provided for Phase 2: Change in Body Weight at Week 36 



► Reported Adverse Events 
No Adverse Events Entered. 



More Information 
Certain Agreements: 
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There IS an agreement between Principal Investigators and the Sponsor (or its agents) that restricts the Pi's rights to discuss or pu 




S|f The only disclosure restriction on the PI is that the sponsor can review results communications prior to public release and cs 
trial results for a period that is less than or equal to 60 days. The sponsor cannot require changes to the communication a 


d canno?extend the embargo. 9 


The only disclosure restriction on the PI is that the sponsor can review results communications prior to public release and Zc 

li trial results for a period that is more than 60 days but less than or equal to 18Q days. Thesponsor cannot require change 
extend the embargo. 

n Other disclosure agreement that restricts the right of the PI to discuss or publish trial results after the trial is completed. 


t embargo communications regarding 


Limitations and Caveats 


unreliable of uninterpreiable data 






Results Point of Contact: 

Name/Title: Chief Medical Officer 
Organization: Amylin Pharmaceuticals Inc 



Study ID Numbers: 
Study First Received: 
Results First Received: 
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